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SUBJECT: PYROGEN AND PARTICULATE CONTAMINATION OF BUFFERED 
DILUENTS 

1. FDA ADVISES THAT THE: 

PRODUCTS: 

A. BUFFERED DILUENT, STERILE MULTIPLE DOSE VIALS, CONTAINING 
DOSIUM CHLORIDE, POTASSIUM PHOSPHATE, SODIUM PHOSPHATE, PHENOL, 
WATER-PACKAGED IN 2.7 CC„ 4 CC„ 4.5 CC., 5 CC„ 9 CC., 10 CC., 

18 CC., 27 CC., 45 CC„ 100 CC„ AND 125 CC„ MULTIPLE DOSE 
GLASS VIALS. ALL SIZES ARE PACKED UNDER THE PUREX LABEL. 

B. COCA'S SOLUTION, STERILE MULTIPLE DOSE VIALS. CONTAINING 
SODIUM CHLORIDE, SODIUM BICARBONATE, PHENOL, WATER PACKED IN 
9 CC. MULITPLE DOSE GLASS VIALS UNDER THE PUREX LABEL. 


LOT NUMBERS: 

S0106D 

S011 2D T0403D 

SOI OSD 

T0102D 

T0104D 

S0109D 

T0103D 

T0105D 

S0110D 

T0203D 

T0205D 

(COCA'S SOLUTION) 

S011 ID 

T0303D 

T0206D 
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ARE BEING RECALLED FROM THE MARKET. 

MANUFACTUERER: 

PUREX LABORATORIES, INC. 

DIPISION OF CLINICAL SCIENCES INC. 

WEST STREET 

EAST HANOVER, NEW JERSEY 07936 

REASON FOR ADVISORY: INSPECTION OF THE FIRM ON JUNE 13-20, 1975 
REVEALED NUMEROUS CRITICAL DEVIATIONS FROM CURRENT GOOD MANUF- 
ACTURING PRACTICE REGULATIONS. SAMPLES COLLECTED WERE FOUND TO 
BE PYROGENIC AND IN ADDITION, CONTAINED PARTICULATE MATTER. 

THE FIRM MAILED A LETTER TO ALL CONSIGNEES ON SEPTEMBER 30, 1975 
WHICH RECALLS ALL LOTS MANUFACTURED BETWEEN AUGUST 1, 1974 AND 
JUNE 30, 1975. THE LETTER STATES IN PART "IT IS FELT THAT ALL 
LOTS OF BUFFERED DILUENT MANUFACTURED PRIOR TO JUNE 1975 LEAVE 
OPEN SERIOUS QUESTIONS CONCERNING SAFETY. IN ORDER TO INSURE THAT 
LOTS OF BUFFERED DILUENT CAN BE UTILIZED WITH MAXIMUM CONFIDENCE, 
WE ASK YOU TO IMMEDIATELY RETURN LOT NUMBER— SHIPPEDTO YOU ON 
— . PLEASE UTILIZE THE ENCLOSED LABELING ON THE OUTSIDE OF 
YOUR PACKAGE TO INSURE PROPER QUARANTINE OF THE RETURNED 
MATERIAL AND PROMPT REPLACEMENT." 

2. POST IS REQUESTED TO CONTACT FOREIGN CONSIGNEE TO DETERMINE 
IF HE IS FAMILIAR WITH RECALL AND DISPOSITION OF PRODUCT. 

3. FOREIGN CONSIGNEE AS FOLLOWS: 

DR. HUBERT VARONIER 

11, RUE EMILE- YUNG 

1205 GENEVA, SWITZERLAND 

LOT NO. SOI 10D 9 CC./72 VIALS. 

KISSINGER 
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